FDA Proposed Regulation
Current Good Manufacturing Practices (CGMPs)
Dietary Ingredients and Dietary Supplements

9:00-9:10 AM

9:10-9:40 AM

9:40- 9:55 AM

9:55-10:10 AM

10:10-10:25 AM

10:25-10:40 AM

10:40-11:00 AM

11:00-11:15 AM

11:15-11:20 AM

11:20-11:35 AM

11:35-12:00 Noon

12:00-1:30 PM

1:30-1:50 PM

1:50-2:00 PM

Public Stakeholder Meeting
April 29, 2003, College Park, MD

Welcome and Opening Remarks

Virginia Wilkening, Deputy Director, Office of Nutritional

Products, Labeling, and Dietary Supplements,
CFSAN/FDA, College Park, MD

Peter Vardon, Economist, Division of Market Studies
FDA/CFSAN, College Park, MD

Background and Proposal Highlights
Karen Strauss, Consumer Safety Officer,
FDA/CFSAN, College Park, MD
Questions and Answers

Proposed Production and Process Controls
Sara J. Dent Acosta, Consumer Safety Officer
FDA San Diego Resident Post, San Diego, CA
Questions and Answers

Moming Break

Proposed Laboratory Operations

Steven Musser, Lead Scientist for Chemistry
FDA/CFSAN, College Park, MD

Questions and Answers

Public Comment Period and Next Steps
Karen Strauss, Consumer Safety Officer

Economic Impact Analysis

Peter Vardon, Economist, Division of Market Studies
FDA/CFSAN, College Park, MD

Questions and Answers

Lunch (on your own—see restaurant guide)

Regulatory Flexibility Act and How to Comment
Richard Williams, Director, Division of Market Studies
FDA/CFSAN, College Park, MD

Marie Faicone, Small Business Representative,

FDA Central Region

Questions and Answers



2:00-2:30 PM

2:30-3:45 PM

3:45-5:00 PM

Small Business Questions on Proposed Requirements
Richard Williams, Karen Strauss, Sara Dent Acosta, and Peter
Vardon

Breakout Sessions

Breakout Session Summaries and Discussion



